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inserting a catheter having a vessel puncturing element 
disposed therein into a substantially tubular vessel; 

positioning the Vmncturing element at the site in the vessel 
to be treated; 

removing a restraint that holds said puncturing element in a 
retracted position, [moving] said puncturing element automatically 
moving in a direction substantially non-parallel with respect to a 
portion of said catheter nhat contains said puncturing element when 
said restraint is removed [such tjaat said puncturing element 
punctures the vessel^walJUpat^Ehe site to be tresated with the 
puncturing element; and 

delivering via a delivery means a drug outside of the inner 
surface of the vessel wall through the puncture in the vessel 
wall] 

* (once amended) The method of claim [1] wherein the 

step of delivering the drug comprises delivering the drug into the 
vessel wall. 

(once amended) The method of claim [1] 2tf wherein the 
step of delivering the drug comprises delivering the drug to the 
outer surface of the vessel wall . 

(e 3 

A 9 , (once amended) The method of claim [1] J&f wherein the 
step of delivering the drug comprises delivery of the drug into 
tissue surrounding the vessel wall. 

JET. (once amended) The method of claim [1] wherein the 

step of delivering the drug comprises the step of delivering a drug 
in a time release module. 

i * 

J?, (once amended) The method of claim [1] 2£ wherein the 
delivery means includes said puncturing element having a drug 
delivery lumen and wherein the step of delivering the drug 
comprises delivering the drug through the drug delivery lumen. 
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7. (once amended) 



A drug delivery device for treating a 



vessel having a vessel wall with an inner surface, the device 
comprising: 

an elongated catheter adapted to be inserted into the vessel; 

said catheter \ comprising a puncturing element having a 
retracted position lin which said puncturing element does not 
puncture said vessel! wall, at least a portion of said puncturing 
element being housed in a portion of said catheter when said 
puncturing element i*s\ im said retracted position; 

a restraint hyldiyig paid puncturing element in said retracted 
position; 

said puncturing element further having a puncturing position 
in which said puncturing eminent engages and punctures said vessel 
wall, said puncturing-ei^ment being substantially non-parallel with 
respect to said portion of said catheter when said puncturing 
element is in said puncturing position; 

said puncturing element automatically moving from said 
retracted position to saiy. puncturing position when said restraint 
is released; and 

delivery means coupled to said catheter for delivering a drug 
outside the inner surface pf the vessel wall through a puncture in 
the vessel wall . 

-- 2rff. (new) The method of claim 1 further comprising the 
step of puncturing the vessel wall with the puncturing element at 
the site to be treated. 

J&c. (new) The method of claim 3£-*further comprising the 
step of delivering via a delivery means a drug outside of the inner 
surface of the vessel wall through the puncture in the vessel 
wall.-- , 

- 32. (new) A methodApf^ treating a vessel having a vessel 
all with an inner surface/ the method comprising the steps of: 





• 



inserting a \catheter having a vessel puncturing element 
disposed therein into a substantially tubular vessel; 

positioning the^ puncturing element at the site in the vessel 
to be treated; 

adjacent said puncturing element to 
it in a direction substantially non- 
a portion of said catheter that contains 
force moving said puncturing 
5n to a puncturing position. 



.emei 



to\ 



applying an adjaci 
move said puncturing y 
parallel with respec 
said puncturing elenfent, s^id adj; 
element from a retn 

■ >3T. (new) The method of claim ^ further comprising the 
step of puncturing the vessel Vail with the puncturing element at 
the site to be treated with theApuncturing element. -- 

-- 34r! (new) The method of claim^3-* further comprising the 
step of delivering via a delivery means a drug outside of the inner 
surface of the vessel wall through the puncture in the vessel wall. 

2&?(nev?) \ The method of claim 32 wherein said adjacent 
"force is supplied by inflating an inflatable compartment adjacent 
said puncturing ele 



0- 



ilenvent . 




claim 35 wherein said compartment 
said puncturing element a 



36 * (new) The methoj 
inflates a predetermined amo 
predetermined distance 

--^3^TT(new) The method of claim wherein the step of 
delivering the drug comprises delivering the drug into the vessel 
wall. 




-- 38. (new) The methi 
applying said force moves s 
distance such that said drul 
the vessel wall.-- 




of claim 32 wherein the step of 
puncturing element a predetermined 
the outer surface of 
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i 39.. (new) The \ method of claim 32 wherein the step of 
delivering the drug comprises delivery of the drug into tissue 
surrounding the vessel w^ll.- 

40. (new) The mfethod of claim 32 wherein the step of 
delivering the drug comprises the step of delivering a drug in a 
time release module. 

--41. (new) The method of claim 32 wherein the delivery 

means includes said puncturing element having a drug delivery lumen 
and wherein the step of delivering the drug comprises delivering 
the drug through the drug delivery lumen . - - 

--42. (new) A drug delivery device for treating a vessel 

having a vessel wall with an inner surface, the device comprising: 

an elongated catheter adapted to be inserted into the vessel; 

said catheter comprising!^, puncturing element having a 
retracted position in which/' said puncturing element does not 
puncture said vessel wall, /at least a portion of said puncturing 
element being housed in £ portion of said catheter when said 
puncturing element is in sfaid retracted position; 

said puncturing element furtiher having a puncturing position 
in which said puncturing element engages and punctures said vessel 
wall, said puncturing element^beinq substantially non-parallel with 
respect to said portion of said"T5aLheter""'"when said puncturing 
element is in said puncturing position; 

a movable surface adjacent saiffl puncturing element to contact 
and move said puncturing element from said retracted position to 
said puncturing position when said movable surface is moved toward 
said puncturing element. 



--43. (new) The device of cliim 42 wherein said movable 

surface is part of an inflatable compartment, and said movable 
surface is moved toward said puncturing element by inflating] said 
inflatable compartment . - - 
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(new) The device of claim A2T further comprising 

delivery means coupled to said catheter for delivering a drug 
outside the inner surface of the vessel wall through a puncture in 
the vessel wall.-- 

if I tfO 

--#5\ (new) The device defined in claim wherein: 

said puncturing element further comprises a puncturing tip for 
puncturing said vessel wall when said puncturing element is in said 
puncturing position; and 

said catheter further comprises a window through which said 
puncturing tip extends when said puncturing element is in said 
puncturing position. -- 

46. (new) The device defined in claim 44 wherein said 

catheter further comprises: 

an inflatable balloon c&upled to said catheter; and 
an inflation lumen I exufendipg 1 through said catheter for 
delivering inflation fluid TTTa^id balloon.-- 

--4fh. (new) The device defined in claim Mr wherein: 

said puncturing element further comprises an elongated shaft 
having a proximal and a distal end and an inner shaft lumen, and a 
needle, attached to said distal end of said shaft, having an inner 
needle lumen which is in fluid communication with said inner shaft 
lumen; and 

said delivery means comprises said inner shaft lumen and said 
inner needle lumen.-- 

(new) The device defined in claim A%*~ wherein said 

needle further comprises a puncturing tip for engaging and 
puncturing said vessel wall when said puncturing element is in said 
puncturing position.-- 

4* tft{ 

(new) The device defined in claim £8r wherein said 

puncturing tip includes an opening in communication with said inner 
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needle lumen so that fluid in said inner needle lumen can flow out 
of said tip opening.-- 



'Ml. 



-50. (new) The invent^SrPdef ined in claim 49 wherein said 

delivery means further comprises an injection device coupled to 
said inner shaft lumen for i^jj ectr^g>fTuid through said inner shaft 
lumen . - - 

--.S-ar? (new) The device defined in claim %V wherein said 

puncturing tip has a beveled edge for puncturing said vessel wall . - 



-- -52~. (new) The device defined in claim AflT* wherein said 
puncturing element comprises a needle having a tip for puncturing 
said vessel wall.-- 

53. (new) The \nethod of claim 44 wherein said drug 
6mprises an antiproliferative drug for the treatment of 




' restenosis , 



54. (new) The method of claim 44 wherein said drug 
comprises an antiproliferative drug for the treatment of vascular 
disease. -- 

-- 55. (new) The meth06\ h£ claim 44 wherein said drug 
comprises a specific inhibitor of /cellular proliferation. - - 

56. (new) The method p f clamper 44 wherein said drug 
comprises a specific inhibit or o^ jtfefombin. - 

-- 57. (new) The method oi claim 44 wherein said drug 
comprises a specific inhibitor of platelets . -- 



-- 58. (new) The method of \ claim 44 wherein said drug 
comprises a genetic material. -- 
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-- 59. (new) The method of claim 44 wherein said drug 
comprises a genetic materialthat when incorporated into cells 
results in the expression czff I therapeutic materials. -- 



-- 60 . (new) The 
incorporated into a time re 




claim 44 wherein said drug is 
ed matrix . - - 
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